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P Ts~ E D STATUTORY PERtOD FOR REPLY ,S SET TO EXPIRE , MONTH(S) FROM 
THE MAILING DATE OF THIS Cp MM . s U ^ s IC f A ^° R N 1 - 1 36(a) In no event, however, may a reply be timely filed 

" earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

I )B Responsive to communication(s) filed on _22 dpri/ 200 3 . 

„ ■ cuai 2b)M This action is non-final. 

- SSsssssssssas— 

Disposition of Claims 

4) B Claim(s) is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) B Claim(s) ±20 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D ciaim(s) are subject to restriction and/or election requirement. 

Application Papers 

9\n The specification is objected to by the Examiner. 

10DThedLn g(W 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 *5(a). 
Applicant may q approved b)D disapproved by the Examiner. 

I I )□ The proposed drawing correction filed on is. a)U approve 

If approved, corrected drawings are required in reply to this Office action. 

12)D The oath or declaration is objected to by the Examiner. 
Prinritu under 35 U.S.C. §§119 and 120 

^tl*-s made o, a Cairn tor *>rei 9 n p** under 35 U.S.C. § 119»a,-(d, or «. 

a)E|AII b)D Some*c)D None of: 

1 □ Certified copies of the priority documents have been received. 
2.Q Certified copies of the priority documents have been received in Application No 



s o 
.oaI:::,^! 

a) □ The translation of the foreign language provisional appHcaUon has been rece^ 
15)D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 

Attachments ^ Q (pKM13) pgper No(s) . 

5) □ Notice of Informal Patent Application (PTO-1 52) 

6) D Other: 
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Application/Control Number: 1 0/031 ,068 
Art Unit: 1637 

DETAILED action 

1. Applicants' response to the office action and amendment (Paper No. 9) filed on April 22, 
2003 has been entered. 

2. Claims 1-19 are pending. New elaim 20 is added (Paper No. 9). Claims 1-20 are eonsidered 
for examination in this office action. 

New issues 
Claim Rejections - 35 USC § 112 

3. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter, which the applicant regards as h,s invention. 

A. Regarding claim 5, the phrase "such as" renders the claim indefinite because it is 
unclear whether the limitations following the phrase are part of the claimed invention. See 
MPEP § 2173.05(d). 

B. Claims 1-20 are rejected under 35 U.S.C. 112, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. The instant claim 1 recites "a physical parameter" which is indefinite because it is 
unclear whether a physical parameter refers to mass or any other physical parameter other than 
mass. Further claim 2 recites "said physical parameter can be measured is absorption of light 
wave or emission of a fluorescence signal" which is unclear whether physical parameter refers to 
mass or absorption of light wave or emission of a fluorescence signal. Amendment to recite the 
specific physical parameter would obviate the rejection. 

C. Claim 2 recites the limitation "said physical parameter " in sensor system. There is 
insufficient antecedent basis for this limitation in the claim. Physical parameter in claim 1 is 
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m wave o, emission of a fluorescence signa.. Thus the said physical parameter is no. me same 
as recited in the claim land therefore the .imitation in the Cairn 2 lacks an.eceden. basis. 

D . Claims 1-20 are rejected under 35 U.S.C. 1 12, second paragraph, as being indef.m.e 
for failing .o particularly poin. on. and distmctly Cairn me subjec. ma«.er which applicant 
reg ards as the invention. The instant claim 1 recites "catalytic units which catalyze" which ,s 
^.ear and indefinite. It is unc.ear because whether cata.ytic units refer «o enzymes like 
exonudeases, endonuCeases, ligases, polymerases or enzymes involved in a biochemica. 
.action (such as dehydrogenases or transferases) or any other caufiyst, Amendment to recite the 
specific catalytic unit would obviate the rejection. 

E. Claims 1-20 are rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to parficCariy pom, on, and distinctly Cairn the subject matter which applicant 
regar ds as the invention. The instant Cairn recites "variation in mass" which is unclear and 
infinite. It is unclear because whether mass refer to variation in nucleotide sequence, or 
incorporation of .abded nucleotides or different mass lahCed nucleotides Amendment to rectte 
the specific variation in mass would obviate the rejection. 

Response to Arguments 

4. Apphcanfs-response ,0 the office action (Paper No.9) is ftdly considered and deemed 
persuasive in part. 

5. The objection made for the specification in the previous office action is withdrawn herein in 
view of the amendment (Paper No.9). 
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6. With reference .0 .he rejection made in the previous office ac,io„ under 35 USC 1 12 second 
paragraph, Applies arguments with respect to claim.-20 have been considered bn. are moo, 
in view of the new ground(s) of rejection. 

7. The following is the rejection made in the previous office action under 35 USC 102(b): 

A. Claims 1, 9, and 15, 20 are rejeeted under 35 U.S.C. 102(b) as being anticipated by 

Pinkeletal. (5,690,894). 

With referenee to the instant claim 1 , Pinkel et al. teach a biochemical biosensor 
comprising p.urality of binding partners including nuc.eotide sequences immobilized on its 
surface, and sensor surface was fabricated to measure variation in a physical parameter wherein, 
optica, signals produced by biologica. binding molecules were measured on the sensor surface 

(see column 3, lines 1-30). 

With reference to the instant claim 9, Pinkel ct al. teach that the biosensor was 
characterized in that the sensor surface has a waveguide (optica, fiber) which afiows optical 

detection (see column 3, lines 18-30). 

With reference to the instant claim 15 and 20, Pinkel et al. teach that the biological entity 
comprises hetero-bifitnctional cross-linking agents such as antibody-ligands (biotinylated nucleic 
acids-antibody) (see cohunn 19, lines 32-43). Thus the disclosure of Pinke! e, a., meets the 
limitations in the instant claims. 

B. Claims 1-2, 8, 16 arc rejected under 35 U.S.C. 102(b) as being anticipated by Chai-Gao et 

al. (USPN. 5,858,802). 

With reference to the instant claims 1-2, Chai-Gao et al. teach a biochemical sensor 
device or system wherein Gao e. al. teach that the device comprises a biosensor for detecting or 
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dialing a bidogica. e„,i«y, wherein the sensor surface having detection unit comprising 
photoactivated coupling agent drat binds with a biological entity, and the variation in a physica, 
parameter (light emitting or absorption wave.ength) which is measured a. the btosensor surface 
(see column 1. lines 57-67, cohtmn 7, hues 1-25, column 8, hues 1-15, and column 5, hues 57- 

67, and column 6, lines 1-34). 

With reference to claims 8, 16-17, Chai-Gao e. al. also teach that the device comprises 
monomer compounds as oligonucleotides (see column 8, lines 6-12); compounds allowing the 
scaffold to be formed include homo- or hetero biftmctional crosslinking agents as 
immunoglobhns (see column 2, lines 9-10, lines 37-51, column 5, line, 6-49). 
C. Claims 1-8, and 10-20 are rejected under 35 U.S.C. 102(b) as being anticipated by 

Lockhart et al. (WO 97/27317). 

With reference to the instant claim 1, Lockhart et al. teach a high density arrays (biosensor 
arrays) comprising probe oligonucleotides immobilized on a solid support (chip) (see page 127, 
lines 25-32) for detecting and analyzing a biological entity in a biological sample, wherein 
Lockhart e. al. discloses that chip surface comprises detection and measuring means to detect the 
hybridization signal, a physical parameter, variation in a physica, parameter was measured as an 
indication of biological entity present in the sample (see 90, lines 5-21, page 128, lines 29-31, 
page 129, 1-24, page 131, lines 10-31, page 132, lines 1-2). 

With reference to instant claims 2-7, Lockhart e. al. also disclose that the array system 
includes physical parameter, which could be measured as a light wave or emission of a 
fluorescence signal intensity (see page 37, lines 10-22, page 127, lines 25-36, page 128, lines 1- 
31, page 129, lines 1-24, page 131, lines 10-31, page 132, lines 1-2); array system comprises 
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DNA end labeling enzyme was a nucleic acid transferase or synthetase (see page 8, lines 3-6, 
page 131, lines 5-17, see page 107, lines 24-31); 

With reference to the instant claims 8, 10-13, Lockhart et al. teaches that monomers of 
biological entity comprise flurophor label (see pagel32, lines 5-24, page 133, lines 8-12, page 
135, lines 9-14, page 136, lines 1-31, page 137, lines 1-31); the sequence of nucleotides forming 
the detection unit was linked to the substrate by covalent bond (see page 29, lines 21-22); the 
immobilization of the nucleotide sequence on to the surface was carried out by photo- 
immobilization (see page 63, lines 8-20). 

With reference to the instant claims 14-19, Lockhart et al. teaches that the nucleotide 
sequence forming detection unit indirect.y links to the sensor surface via a docking unit which 
could he via avidin-conjugated fimophore, which complexes with bio.iny.ated target nuc.eic acid 
(see page 39, lines 24-31, page 40, lines 1-4); docking unit could include immnnogloblins, 
enzymes, haptens (see page 41, lines 3-12); docking unit comprises partially complementary 
nucleotide sequence to a corresponding target nucleotide sequence (see page 49, lines 15-31, 
page 50, lines 1-16). 

With reference to the newly added claim 20. Lockhart e, al . leach that the afunctional 
molecular entity Includes a hetero-bi-functtonal cross linking agent (silane containing fuctiona, 
group) (seepage 63, lines 8-20). Thus the disclosure of Lockhart et al. meets the limitations In 

the instant claims. 
Response to arguments: 

Applicant's arguments and amendment arc fully considered and found not persuasive. Applicant 
argues that none of the prior art references teach "sufficiently high signal". Applicant further 
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tha, Pinke, did no, teach «a signal amplification by an increase in mass" and Chai-Gao et 

* and Lockhar, e. a,, did no. teach "amplification of the signal as a result of the chain 

extension" and support the argument by referring to the specification. As stated in MPEP 2145, 

.^though me claims are interpreted in light of Are specification, limitations from the 
sp ecifica,ionare„ot re adin t omec,aims, I n r eVa„Ge m s,9S 8 ,2dn 8 ,, 2 6USPQ 2 dl05 7 

(Fed. Cir. ,993), the instant claims do no, recite me hnritations as discussed in the arguments and 
specification is no, be read into fire daims. Thus the rejections are mamtained herein. 

Conclusion 

No claims are allowable. 

Any inquiry concerning this communication or earlier communications from the 
examiner shouldbe directed to Suryaprahha Chunduru whose telephone number is 703-305- 
1004. The examiner can normally be reached on 8.30A.M. - 4.30P.M, Mon - Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 

v, a nn 7(tt 108-1 1 19 The fax phone numbers for the organization 
supervisor, Gary Benzion reached on 703-308 1 1 1* in* V 

. ■ a ?m for regular communications 

where this application or proceeding is assigned are 703-305 3014 gu 

and - for After Final communications. 

Any inquiry of a genera, nature or relating to fire status of this apphcation or proceeding 
should be directed to the receptionist whose te.ephonc number is 703-308-0196. 
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